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DETAILED ACTION 

Claims 1-49 are pending in the application. 

Election/Restrictions 

1 . Applicant's election of Group II in the reply filed on August 31 , 201 0 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). 

2. Claims 2-12, 16-24, 40-46 and 48 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on August 31, 2010. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 15, 25-38, 47 and 48 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. The specification does not enable any person skilled in the art 
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to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention commensurate in scope with these claims. 

In evaluating the enablement question, several factors are to be considered. In 
re Wands, 8 USPQ2d 1400 (Fed. Cir. 1988); Ex parte Forman, 230 USPQ 546. The 
factors include: 1 ) The nature of the invention, 2) the state of the prior art, 3) the 
predictability or lack thereof in the art, 4) the amount of direction or guidance present, 5) 
the presence or absence of working examples, 6) the breadth of the claims, and 7) the 
quantity of experimentation needed. 

The nature of the instant invention has claims, which embrace substituted 
diazepine compounds. 

It is difficult to treat many of the disorders claimed herein. Instant claim language 
embraces disorders not only for treatment but the prophylactics, which is not remotely 
enabled. It is presumed in the prevention of the diseases and/or disorders claimed 
herein there is a way of identifying those people who may develop a fungal, bacterial, 
parasitic, viral infection, etc. There is no evidence of record, which would enable the 
skilled artisan in the identification of the people who have the potential of becoming 
afflicted with the disorders claimed herein. 

Where the utility is unusual or difficult to treat or speculative, the examiner has 
authority to require evidence that tests relied upon are reasonably predictive of in vivo 
efficacy by those skilled in the art. See In re Ruskin, 148 USPQ 221 ; Ex parte 
Jovanovics, 21 1 USPQ 907; MPEP 2164.05(a). 
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Patent Protection is granted in return for an enabling disclosure of an invention, 
not for vague intimations of general ideas that may or may not be workable. Tossing out 
the mere germ of an idea does not constitute enabling disclosure. Genentech Inc. v. 
Novo Nordisk 42 USPQ2d 1 001 . 

4. Claim 25 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. It is the Wands factors, which are used to evaluate the 
enablement question. In re Wands, 8 USPQ2d 1400 (Fed. Cir. 1988); Ex parte Forman, 
230 USPQ 546. The factors include: 1 ) The nature of the invention, 2) the state of the 
prior art, 3) the predictability or lack thereof in the art, 4) the amount of direction or 
guidance present, 5) the presence or absence of working examples, 6) the breadth of 
the claims, and 7) the quantity of experimentation needed. 

The nature of the invention in the instant case, has claims which embrace 
diazepine compounds. The scope of "pro-drug" is not adequately enabled. Applicants 
provide no guidance as how the compounds are made more active in vivo. The choice 
of a "pro-drug" will vary from drug to drug. Therefore, more than minimal routine 
experimentation would be required to determine which pro-drug will be suitable for the 
instant invention. 

The instant compounds of formula (I) wherein the pro-drugs are not described in 
the disclosure in such a way the one of ordinary skill in the art would no how to prepare 
the various compounds suggested by claim 15 and claims dependent thereon. In view 



Application/Control Number: 10/595,999 Page 5 

Art Unit: 1624 

of the lack of direction provided in the specification regarding starting materials, the lack 
of working examples, and the general unpredictability of chemical reactions, it would 
take an undue amount of experimentation for one skilled in the art to make the claimed 
compounds and therefore practice the invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 1, 13-15, 25-39, 47 and 48 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The following reasons apply: 

a. Claims 1,15, 27, 34, 35, 36 and claims dependent thereon are vague and 
indefinite in that it is not known what is meant by "formula I" where there is no 
formula I in the claim. 

b. Claim 1,15 and claims dependent thereon are vague and indefinite in that 
it is not known what is meant by the definition of variables R and R', there are no 
variables in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 
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6. Claims 1, 13-15, 25-39, 47 and 48 are rejected under 35 U.S.C. § 102(b) as 
being anticipated by Tao et al., European Journal of Medicinal Chemistry. Tao teaches 
the compounds, compositions and method of use of the compounds of formula lb where 

n is 2; R is H and R' is H or R and R' together form an imidazole ring, i.e. as 
set forth in examples 9 and 10 of Table I. 

7. Claims 1, 13-15, 25-39, 47 and 48 are rejected under 35 U.S.C. § 102(b) as 
being anticipated by Huang et al., Bioorganic & Medicinal Chemistry Letters. Huang 
teaches the compounds, compositions and method of use of the compounds of formula 
lb where n is 2; R is H and R' is H, butyl, tert-butyl, isopropyl, cyclopropyl or cyclopentyl 




or R and R' together form a pyrimidine ring, i.e. as set forth in examples 1 , 2, 

5, 6, 7, 8 and 9. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brenda L. Coleman whose telephone number is 571- 
272-0665. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Brenda L. Coleman/ 

Primary Examiner, Art Unit 1624 



